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(b) Drugs for human use with thyroid
hormone activity are misbranded with-
in the meaning of section 502 of the
Federal Food, Drug, and Cosmetic Act
unless their labeling bears the fol-
lowing boxed warning at the beginning
of the “Warnings’’ section:

Drugs with thyroid hormone activity,
alone or together with other therapeutic
agents, have been used for the treatment
of obesity. In euthyroid patients, doses
within the range of daily hormonal re-
quirements are ineffective for weight re-
duction. Larger doses may produce seri-
ous or even life-threatening manifesta-
tions of toxicity, particularly when
given in association with
sympathomimetic amines such as those
used for their anorectic effects.

[43 FR 22009, May 23, 1978]

§201.317 Digitalis and related
cardiotonic drugs for human use in
oral dosage forms; required warn-
ing.

(a) Digitalis and related cardiotonic
drugs for human use in oral dosage
forms have been promoted for, and con-
tinue to be dispensed and prescribed
for, use in the treatment of obesity, al-
though their safety and effectiveness
for that use have never been estab-
lished.

(b) Digitalis and related cardiotonic
drugs for human use in oral dosage
forms are misbranded within the mean-
ing of section 502 of the Federal Food,
Drug, and Cosmetic Act unless their la-
beling bears the following boxed warn-
ing at the beginning of the “Warnings”’
section:

Digitalis alone or with other drugs has
been used in the treatment of obesity.
This use of digoxin or other digitalis
glycosides is unwarranted. Moreover,
since they may cause potentially fatal
arrhythmias or other adverse effects,
the use of these drugs in the treatment
of obesity is dangerous.

(c) This section does not apply to dig-
oxin products for oral use, which shall
be labeled according to the require-
ments of §310.500 of this chapter.

[43 FR 22009, May 23, 1978]
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§201.319

§201.319 Water-soluble gums, hydro-
philic gums, and hydrophilic
mucilloids (including, but not lim-
ited to agar, alginic acid, calcium
polycarbophil,

carboxymethylcellulose sodium,
carrageenan, chondrus,
glucomannan ((B-14 linked)
polymannose acetate), guar gum,

karaya gum, kelp, methylcellulose,
plantago seed (psyllium),
polycarbophil tragacanth, and xan-
than gum) as active ingredients; re-
quired warnings and directions.

(a) Reports in the medical literature
and data accumulated by the Food and
Drug Administration indicate that
esophageal obstruction and asphyxia-
tion have been associated with the in-
gestion of water-soluble gums, hydro-
philic gums, and hydrophilic
mucilloids including, but not limited
to, agar, alginic acid, calcium
polycarbophil, carboxymethylcellulose

sodium, carrageenan, chondrus,
glucomannan ((B-1,4 linked)
polymannose acetate), guar gum,
karaya gum, Kkelp, methylcellulose,
plantago seed (psyllium),
polycarbophil, tragacanth, and xan-

than gum. Esophageal obstruction and
asphyxiation due to orally-adminis-
tered drug products containing water-
soluble gums, hydrophilic gums, and
hydrophilic mucilloids as active ingre-
dients are significant health risks
when these products are taken without
adequate fluid or when they are used
by individuals with esophageal nar-
rowing or dysfunction, or with dif-
ficulty in swallowing. Additional label-
ing is needed for the safe and effective
use of any OTC drug product for human
use containing a water-soluble gum,
hydrophilic gum, or hydrophilic
mucilloid as an active ingredient when
marketed in a dry or incompletely hy-
drated form to include, but not limited
to, the following dosage forms: Cap-
sules, granules, powders, tablets, and
wafers. Granular dosage forms con-
taining psyllium are not generally rec-
ognized as safe and effective as OTC
laxatives (see §310.545(a)(12)(1)(B) of
this chapter) and may not be marketed
without an approved new drug applica-
tion because the warnings and direc-
tions in paragraph (b) of this section
have been found inadequate for these
products.
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